Mepkne T'méX

TeBa OXKeHEepPUKC cucTem

ratiopharm

CepTtudumkat Ha BbINyCK cepumn

CrpaHa:

Mpoaykr:

Cepus:

JlekapcTBeHHasa opma:
AKTMBHOE BELECTBO:
YcnoBusa xpaHeHus:

JlnueHsnsa Ne:

CepTtudbukat GMP:

[aTa npousBogcTea
CpOoK rogHoCTu:

Paamep ynakoBkMu:

Poccusa

PuHoHopM-TeBa cnpen Ha3anbHbLIN 4O3UPOBaHHbLIN
(ana peten) 0,05%

U34138

HasanbHbIW cnpen

KcunomeTtasonuHa rugpoxnopvag

XpaHuTb Npu Temnepatype He Bbilwe +25°C
DE_BW_01_MIA 2017 _0024/DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 (bnaybowpeH)
DE_BW_01_GMP_2018_0069 (bnay6onpeH-Bennep)
DE_BW_01_GMP_2016_0099 (Ynbm)

12.2018

12.2020

20 mn

YnakoBka:
Hayvano ynakoBku:
OKoHYaHWe yrnaKoBKU:

MpounsBogutens Oanka:

YnakoBaHo:

BbinyckaroLLmin KOHTPOnb:

20 mn HasanbHoOro aspoa3ons/cnpes
03.01.2019
23.01.2019

MEPKIJIE TMBX
MPA®-APKO LUTPACCE 3
89079-YI1bM

"epmaHus

MEPKIE T'MBX
MPA®-APKO LWUTPACCE 3
89079-YI1bM

"epmaHus

MEPKNE MMBX

NoABUI MEPKIJIE WUTPACCE 3
89143-BNAYBEONPEH
"epmaHus

Hukaknx sHa4YUTENbHbIX UK KPUTUHECKUNX OTKIMOHEHWH, KOTOpPbl€ MOTYT NOBJIUATb Ha
BbIMYCK Cepun, He 3apermcTtpmnpoBaHo.

HacTosawmm nogTeepkaato, YTo ykasaHHas Bblwe MHopmaLms BepHa. [JaHHas cepus
npoaykTa Gbina Nnpon3BeaeHa, BKOYasa YNakoBKY U KOHTPOSb KayecTBa B NMOSIHOM
cooTBeTCTBMM ¢ TpeboBaHnssmn GMP 1 cneuundmnkaumm. 3anmcm o Npon3BOLCTBE,
yNakoBKe U aHanunse faHHOW cepun COOTBETCTBYIOT TpeboBaHmam GMP.

[aHHas cepusa gonylleHa Ansa peanvsaumu.

31.01.2019

lNoonuck
YNonHoMo4yeHHoe NnULLo

CrpaHunua lusl
U34138/290954



ratiopharm

Ceptudumkar aHanusa

Olga

Parkhomenko :

com
Date: 2019.02.12 133622 +0300

Poccusa [aTa npounssoacrea: 12.2018
Cepusi: U34138
Cpok rogHocTH 12.2020
Homep aHanusa: 201804055706
PuHoHopM-TeBa
crnpen HasalbHbIN 4031poBaHHbIN (Ansa aeten) 0,05%
UcnbiTaHus Hopma PesynbTaTr
PU3NKO-XMMNYEeCcKue
nokasaTenu:
OnucaHue MpospayHbil  NoyTn  GecuBeTHLIN COOTBETCTBYET
pacTBop.
3HauyeHwne pH pH5,5-6,0 pH 5,9
MnoTHocTb 1,004 — 1,006 r/mn 1,005 r/mn
CpenHee KonmyecTBo 403 He meHee 200 274
CpeaHuii 06bem 0o3bl 0,07 Mn £ 25 % 0,070 mn
MoAnNMHHOCTL:
Keunowetasonva OJTKHO COOTBETCTBOBATb COOTBETCTBYET
rugpoxnopug (BAXX) A y
KcnnomeTtasonuHa
rmgpoxnopug, (Y- [OJIMKHO COOTBETCTBOBATb COOTBETCTBYET
cnekTpooToMETPUS)
Bersarnkonus xnopua OJIKHO COOTBETCTBOBATb COOTBETCTBYET
(BIXKX) A y
MocTopoHHUE NpuMecH
npumecs A <0,5% <0,10 %
EnnHuynas
HengeHTuduMunpoBaHHas <02% <0,10 %
npumMech
Cymma
HengeHTUOUUNPOBaHHBIX <1,0% <0,10 %
npumecen
KonunyectBeHHoOe
onpegeneHue /1 mn
pacTBopa:
0,50 mr = 5%
KcunomeTtasonunHa ' 0,495 mr
ruapoxnopna (BIXKX) (o1 0,475 po 0,525 wr)
BeHzankoHusa xnopug 70,0 —105,0 % o
(BIXKX) 95,5%
Mwukpobuonorus: B coorseTcTamM 0
¢ TpeboBaHnAMM
COOTBETCTBYET
[JaHHasa cepus cooTBETCTBYeT TpeboBaHUAM cneuundukaumnm
Mepkne M'moX 31.01.2019 lModnuck
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